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DETAILED ACTION 
Claim Rejections - 35 USC §112 

1. Claim 14 is rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply 
with the enablement requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to enable one skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and/or use the invention. 
The instant specification fails to describe how the claimed drum coater, coating pan, 
fluidized bed apparatus or spray sifter is made. Besides page 19 (2 nd and 4 th 
paragraphs) of the instant specification that mentions perfunctorily these spraying 
equipments, no details are given as to the structure of these equipments and the 
method of making these equipments. 

2. Claims 1-14 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 1 as described is unclear whether the coating agent and the pigment are 
initially present as two separate solution/suspension/dispersion or as one 
solution/suspension/dispersion with two 'incompatible individual portions'. In other 
words, it is unclear what "portions" refers to. If these two materials were present as two 
separate solutions, it is unclear how one spray device can 'simultaneously' spray two 
separate solutions. 

Claim 1 1 is meaningless because it refers to claim 10 as a method claim while 
the subject matter of claim 10 is a product. 
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Claim 12 is indefinite because the process of claim 1 (upon which claim 12 
depends indirectly) does not describe how the sealing layer is formed. 

Claim 13 suffers the same deficiency of claim 12. 
Other claims are deemed indefinite in view of their dependency on claim 1. 

Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

4. Claim 14 is rejected under 35 U.S.C. 102(b) as being anticipated by Applicant's 
own admission or by Seaman et al (US 6,378,789). 

At page 1, lines 10-21, applicant admits that coating pans and two-spray nozzle 
fluidized bed apparatuses have been commercially available at least since 1993 (Also 
see article by Abletshauser et al, page 150, right column). 

Seaman teaches a spraying device comprising two nozzles. 

Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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6. Claims 1-1 3 are rejected under 35 U.S.C. 103(a) as being unpatentable over the 
WO 00/05307 ("WO'307) in view of the Abletshauser article ("Film coating of pellets with 
insoluble polymers obtained in situ crosslinking in the fluidized bed").* 

WO'307 teaches a method of coating pharmaceutical products with a film- 
forming coating agent and a pigment additive by spraying. The coating agent 
comprises (meth)acrylate copolymer having cationic or anionic groups (see Applicant's 
own specification, page 1, lines 25-35). Because of the incompatibility between the 
coating agent and the pigment, clogging of spray nozzles occasionally occurs. 
Abletshauser teaches a simultaneous spraying technique using pan coating or fluidized 
bed coater for incompatible polymers that result in uniform distribution of incompatible 
components and fast drying (See Abletshauser, abstract and page 150, left column, first 
and second paragraphs). Therefore, one having ordinary skill in the art would have 
found it obvious to apply the simultaneous spraying coating method taught by 
Abletshauser in coating the products of WO'307 in order to achieve a uniform coating 
without the clogging problem. 

7. Other references are cited as art of interest. 

8. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to H. T. Le whose telephone number is 571-272-151 1 . 
The examiner can normally be reached on 10:00 a.m. to 6:30 p.m., Mondays to Fridays. 



* Both references were provided by Applicant. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Carol Chaney can be reached on 571-272-1284. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

H. (Holly) T. Le 
Primary Examiner 
Art Unit 1773 

September 15, 2007 



